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DETAILED ACTION 

Claim Rejections - 35 USC §112, First Paragraph 

1. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claim 2 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. Claim 2 recites, "reviewing the electronic medical record for 
drug-drug interactions, duplicate therapies, and allergies", however, "duplicate 
therapies" was not found in the specifications by the Examiner. 

Claim Rejections - 35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1, 5, 7, 12, 16, 21, and 26 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 
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4. Claims 1 , 5, 7, 12, 16, 21 , and 26 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. The statement "if the 
prescribed medication has been verified as suitable" in claim 1 does not limit the claim 
scope and makes optional but does not require steps to be performed. Similarly, claims 

5, 7, 1 2, 1 6, 21 , and 26 contain the same or similar optional language. Appropriate 
corrections are required. 



Claim Rejections - 35 USC § 101 

5. Claims 1-26 are rejected under 35 U.S.C. 101 as being directed towards non- 
statutory subject matter based on Supreme Court precedent, and recent Federal Circuit 
decisions, In re Bilski U.S. Court of Appeals Federal Circuit 88 USPQ2d 1385. The 
machine-or-transformation test is a two-branched inquiry; an applicant may show that a 
process claim satisfies § 101 either by showing that his claim is tied to a particular 
machine, or by showing that his claim transforms an article. See Benson, 409 U.S. at 
70. Certain considerations are applicable to analysis under either branch. First, as 
illustrated by Benson and discussed below, the use of a specific machine or 
transformation of an article must impose meaningful limits on the claim's scope to impart 
patent-eligibility. See Benson, 409 U.S. at 71-72. Second, the involvement of the 
machine or transformation in the claimed process must not merely be insignificant extra- 
solution activity. See Flook, 437 U.S. at 590. 
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6. The methods recited in claims 1-26 are not tied to a machine nor transform the 
underlying subject matter to a different state or thing. See Diamond v. Diehr, 450 U.S. 
175, 184 (1981); Parker v. Flook, 437 U.S. 584, 588 n.9 (1978); and Gottschalk v. 
Benson, 409 U.S. 63,71 (1972). 

7. Based on Supreme Court precedent, a method/process claim must (1 ) be tied to 
another statutory class of invention (such as a particular apparatus) (see at least 
Diamond v. Diehr, 450 U.S. 175, 184 (1981); Parker v. Flook, 437 U.S. 584, 588 n.9 
(1978); Gottschalk v. Benson, 409 U.S. 63, 70 (1972); Cochrane v. Deener, 94 U.S. 
780, 787-88 (1876)) or (2) transform underlying subject matter (such as an article or 
materials) to a different state or thing (see at least Gottschalk v. Benson, 409 U.S. 63, 
71 (1972)). 

8. A method/process claim that fails to meet one of the above requirements is not in 
compliance with the statutory requirements of 35 U.S.C. 101 for patent eligible subject 
matter. Here claims 1-26 fail to meet the above requirements because they are not tied 
to another statutory class of invention. 

9. Nominal recitations of structure in an otherwise ineligible method fail to make the 
method a statutory process. See Benson, 409 U.S. at 71-72. As Comiskey recognized, 
"the mere use of the machine to collect data necessary for application of the mental 
process may not make the claim patentable subject matter." Comiskey, 499 F.3d at 
1380 (citing In re Grams, 888 F.2d 835, 839-40 (Fed. Cir.1989)). Incidental physical 
limitations, such as data gathering, field of use limitations, and post-solution activity are 
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not enough to convert an abstract idea into a statutory process. In other words, nominal 
or token recitations of structure in a method claim do not convert an otherwise ineligible 
claim into an eligible one. 

1 0. The Applicant has clearly stated, "the Applicants' disclosure which teaches 
significant human involvement in the prescription order release process and in the 
documentation of medication dispensing, receipt, and consumption verification." The 
Examiner has concluded claims 1-26 are directed towards the pharmacist performing 
the claimed invention while using nominal recitations of a computer to provide post- 
solution activity. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 
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13. Claims 1-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chudy et al. (US 2004/00881 87 A1 ) in view of the Department of Health ("A Pharmacy 
Service for Prisoners") in further view of Hingoranee (US 7,278,028). 

14. As to Claim 1, Chudy teaches a method for computerized monitoring of inventory 
of pharmaceuticals and dispensation of prescribed medication to patients in facilities in 
conjunction with computerized records including an electronic medical record stored in a 
computer having a computer memory and containing information about a patient to 
receive prescribed medication and the patient's medical history (Chudy, paragraphs 
0023-0025, 0120, where the patient's medical history is inherent since the pharmacist 
must determine what prescription has been approved for fulfillment which requires a 
patient's medical history), the method comprising the steps of: 

a. reviewing the electronic medical record to verify that the prescribed 
medication is suitable for the patient (Chudy, paragraphs 0077-0079, 0082); 
(3. authorizing release of the prescribed medication for the patient if the 
prescribed medication has been verified as suitable for the patient (Chudy, 
paragraphs 0123-0124); 

%. labeling a unit packet of the prescribed medication for dispensing (Chudy, 
Fig. 6-7C); 

8. delivering the unit packet of the prescribed medication to a facility unit that 
houses the patient (Chudy, paragraph 0145); 
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s. transferring the prescribed medication within the facility unit to administer 

the prescribed medication (Chudy, paragraph 0123); 
But Chudy does not specifically disclose the computerized method being directed 
towards inmates or correctional facilities. The Department of Health does disclose using 
a pharmacy service for prisoners and sending prescription medication to correctional 
facilities (see at least sections 8-10). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to direct the invention of Chudy towards inmates in a prison, since inmates 
can be viewed as patients and the correctional facility can be viewed as a selected 
location the prescription medications must be delivered to. One would be motivated to 
provide inmates with pharmaceutical services since all prisoners should have 
appropriate access to a pharmacist or pharmacy staff (Department of Health, pg. 34). 

The combination of Chudy and the DOH (Department of Health) does not 
specifically disclose forming a record in the computer of dispensing the unit packet of 
the prescribed medication to the inmate; forming a record in the computer indicating 
verification that the inmate received the unit packet of the prescribed medication; and 
forming a record in the computer verifying whether the inmate took the unit packet of the 
prescribed medication. Hingoranee does teach forming a record in the computer of 
dispensing the unit packet of the prescribed medication to the inmate (col. 8 lines 31- 
58); forming a record in the computer indicating verification that the inmate received the 
unit packet of the prescribed medication (Abstract, col. 8 lines 31-58); and forming a 
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record in the computer verifying whether the inmate took the unit packet of the 
prescribed medication (col. 8 lines 31-58). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to form a record in the computer indicating verification that the inmate 
received and took the prescribed medication. One would have been motivated to 
provide inmates with pharmaceutical services for the same motivation given above. 

1 5. As to Claim 2, Chudy teaches the method of claim 1 , wherein the step of 
reviewing the electronic medical record includes performing the step of automatically 
reviewing the electronic medical record for drug-drug interactions and allergies (Chudy, 
paragraph 0149). But Chudy does not specifically disclose reviewing the electronic 
medical record for duplicate therapies. However, the Examiner takes official notice that 
it is well known in the art to review an electronic medical record for duplicate therapies. 
It would have been obvious to one of ordinary skill in the art at the time of the invention 
to have reviewed an electronic medical record for duplicate therapies for the motivation 
for not providing a consumer with duplicate drugs. 

16. As to Claim 3, Chudy teaches the method of claim 1 , wherein the step of 
reviewing the electronic medical record includes performing the step of manually 
reviewing the electronic medical record prior to authorizing release of the prescribed 
medication (Chudy, paragraph 0082). But Chudy does not specifically disclose review 
laboratory results contained within the electronic medical record .However, the 
Examiner takes official notice that it is well known in the art to review laboratory results 
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contained within the electronic medical record. It would have been obvious to one of 
ordinary skill in the art at the time of the invention to have reviewed laboratory results 
within an electronic medical record for the motivation for avoiding any adverse 
prescription effects. 

1 7. As to Claim 4, Chudy teaches the method of claim 1 , further including the step of 
a pharmacist comparing the prescribed medication with a drug formulary of approved 
medication stored in the computer memory upon entry of a prescription into the 
computer (Chudy, paragraphs 0120-0121). 

18. As to Claim 5, Chudy teaches the method of claim 4, further including the step of 
recommending a substitute medication if the step of comparing the prescribed 
medication with the drug formulary of approved medication indicates the prescribed 
medication is not contained with the drug formulary of approved medication prior to the 
step of authorizing release of the prescribed medication (Chudy, paragraphs 0117, 1 20- 
121, where recommending a substitute may be the prescribing physician's 
recommendation). 

1 9. As to Claim 6, Chudy teaches the method of claim 1 , further including the step of 
verifying that the patient is the patient who has been prescribed the prescribed 
medication prior to forming a record in the computer of dispensing the unit packet of the 
prescribed medication to the patient (Chudy, Fig. 28). 
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20. As to Claim 7, Chudy teaches the method of claim 1 , further including the step of 
adding patient enrollment data records to the electronic medical record if information 
related to a new patient is not already present (Chudy, paragraph 0078). 

21 . As to Claim 8, Chudy teaches the method of claim 1 , further including the step of 
sorting each of a plurality of unit packets into a shipment in accordance with a shipping 
schedule for delivery of the unit packets to each facility after the prescribed medication 
has been labeled (Chudy, Fig 7E and paragraph 90). 

22. As to Claim 9, Chudy teaches the method of claim 1 , further including the step of 
updating the inventory of pharmaceuticals at the facility in response to the step of 
delivering the unit packet of the prescribed medication to a facility unit (Chudy, 
paragraphs 0028- 0029, 0124-0132). 

23. As to Claim 10, Chudy teaches the method of claim 8, further including the step 
of caching each electronic medical record on a pharmacy computer located remotely 
therefrom for each patient contained within each shipment scheduled to be shipped 
within a predefined time period prior to the step of reviewing the electronic medical 
record (Chudy, paragraphs 0029, where the caching of electronic medical records is 
inherent, since the method of Chudy uses a computer which comprises memory and a 
local storage (i.e. a hard drive) to cache data). 

24. As to Claim 1 1 , Chudy teaches the method of claim 8, further including the step 
of caching data related to each label to be printed for each of a plurality of shipments to 
a corresponding plurality of correctional facilities scheduled to be shipped within a 
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predefined time period prior to printing the respective label (Chudy, paragraphs 0030, 
where the caching of electronic medical records is inherent, since the method of Chudy 
uses a computer which comprises memory and a local storage (i.e. a hard drive) to 
cache data). 

25. As to Claim 12, Chudy teaches the method of claim 1 , wherein the step of 
forming a record in the computer verifying whether the patient took the unit packet of the 
prescribed medication indicates that the patient did not take the unit packet of 
prescribed medication and further includes the steps of: 

f subsequently locating the unit packet (Chudy, paragraphs 0033, 0090); 
y. returning the unit packet of prescribed medication, if suitable for future 
use, to a central pharmacy for reclamation (Chudy, paragraphs 01 17-01 18, 
0153); and 

t). adjusting the inventory of pharmaceuticals accordingly (Chudy, 
paragraphs 0124-0125). 

26. As to Claim 13, Chudy teaches the method of claim 12, further including the step 
of adjusting the inventory of pharmaceuticals for patients in facilities following the step 
of delivering the unit packet of the prescribed medication to a facility unit that houses 
the patient (Chudy, paragraph 0125). 

27. As to Claim 14, Chudy teaches the method of claim 1 , further including the step 
of automatically refilling the prescribed medication for chronic conditions if the step of 
reviewing the computerized patient record and the electronic medical record to verify 
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that the prescribed medication is suitable for the patient has already been performed for 
the prescribed medication (Chudy, paragraph 0153, the Examiner takes the position 
that the automatic refilling comprises the computer having a record that the patient is 
permitted to refill a stated number of times and distributing the refill if allowed). 

28. As to Claim 15, Chudy teaches the method of claim 1 , further including the step 
of scheduling a time period in which the prescribed medication is to be dispensed to the 
patient (Chudy, paragraph 0149). 

29. As to Claims 16-36, Claims 16-36 recites substantially similar limitations to 
claims 1-15, and are therefore rejected using the same art and rational set forth above. 



Response to Arguments 

In regards to the 1 12(2) rejection, Examiner thanks Applicant for the correction 
and will remove the 1 12(2) rejection in regards to lack of antecedent basis. 

As to Applicant's argument towards no prima facie case of obviousness, the 
Examiner respectfully disagrees. First, Applicant states that, "Applicants respectfully 
submit that there would be no motivation to combine references trader either rationale 
(A)-(F)", however, under KSR, no motivation is required to combine references under 
rational (A)-(F). Examiner has clearly used rationale (G) and has referenced the 
motivation used the applied references. Second, Applicant argues that neither of the 
references recognizes the problem or the source of the problem and for this reason, 
Chudy teaches away from the claimed invention. This argument is moot because patent 
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examiners are not required to recognize the same problem or the source of the problem 
for determining obviousness under 35 U.S.C 103. The Supreme Court in KSR 
reaffirmed the familiar framework for determining obviousness as set forth in Graham v. 
John Deere Co. (383 U.S. 1, 148 USPQ 459 (1966)), but stated that the Federal Circuit 
had erred by applying the teaching- suggestion-motivation (TSM) test in an overly rigid 

and formalistic way. KSR, 550 U.S. at , 82 USPQ2d at 1391 . Specifically, the 

Supreme Court stated that the Federal Circuit had erred in four ways: (1) "by holding 
that courts and patent examiners should look only to the problem the patentee 

was trying to solve " (Id. at , 82 USPQ2d at 1397); (2) by assuming "that a 

person of ordinary skill attempting to solve a problem will be led only to those 
elements of prior art designed to solve the same problem" (Id.) (emphasis added); 
(3) by concluding "that a patent claim cannot be proved obvious merely by showing that 
the combination of elements was obvious to try'" (Id.); and (4) by overemphasizing "the 
risk of courts and patent examiners falling prey to hindsight bias" and as a result 
applying "[r]igid preventative rules that deny factfinders recourse to common sense" (Id. 
). However, the disclosure from the Department of Health specifically teaches of a need 
for a pharmacy service system for prisoners. 

Furthermore, the computerized monitoring of inventory of pharmaceuticals for 
inmates is merely the intended use of the claimed invention. For example, limitation 
from claim 1 recites, "reviewing the electronic medical record to verify that the 
prescribed medication is suitable for the inmate; authorizing release of the prescribed 
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medication for the inmate if the prescribed medication has been verified as suitable for 
the inmate; labeling a unit packet of the prescribed medication for dispensing to the 
inmate;" (emphasis added). Recitations of intended use are not given patentable weight 
(MPEP 2106(II)(C)). If Applicant intended the claimed invention to be limited to inmates 
in correctional facilities, the Examiner recommends that the limitations should be 
rewritten to more positively recite the monitoring and dispensation of prescribed 
medications to the inmates. Examiner will rewrite the limitations as an example, -- 
reviewing the inmate's electronic medical record to verify that the prescribed medication 
is suitable; authorizing release of the inmate's prescribed medication if the prescribed 
medication has been verified; labeling a unit packet and dispensing the inmate's 
prescribed medication--. Applicant's second argument is directed towards Chudy 
teaching away from the claimed invention. However, a reference will teach away if it 
suggests that the line of development flowing from the reference's disclosures is unlikely 
to be productive of the result sought by the Applicant (In re Gurley, 31 USPQ2d 1130 
(Fed. Cir. 1994)). Applicant states that the claimed invention requires human interaction, 
however, no where in the limitations, claims 1 for example, requires that the pharmacist 
or any other human perform any tasks. The Examiner interprets that the Applicant has 
imported limitations from the specifications into the claim. Applicant's second argument 
is directed towards no reasonable expectation of success, however, Applicant's 
arguments are again directed towards the intended use of the claimed invention. 
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As to Applicant's argument toward Chudy not teaching of verifying the suitability 
of the prescribe medication, the Examiner cannot analogize Applicant's example 
referring to the movie, "It's a Wonderful Life", since the Examiner has not seen said 
movie but more importantly the transcript for said movie has not been provided in the 
IDS. However, Applicant's arguments interpret that the fulfillment and verification of the 
prescription order is the same thing. No where in the disclosure of Chudy does Chudy 
define verification as being defined as determining that the correct medication is in each 
medication. Checking to ensure that the correct medication is in each container may be 
an essential step in the verification process but not the entire verification process. 

Applicant's arguments with respect to claims 1-36 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

30. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SIND PHONGSVIRAJATI whose telephone number is 
(571 ) 270-5398. The examiner can normally be reached on Monday - Thursday 
8:00am-5:00pm (ET). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jerry O'Connor can be reached on (571) 272-6787. The fax phone number 
for the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or (571) 272-1000. 

IS. P.I 

Examiner, Art Unit 3686 
27 March 2009 

/Gerald J. O'Connor/ 
Supervisory Patent Examiner 
Group Art Unit 3686 



